
Study design
•	 Prospective, multi-center

•	 120 limbs at 12 sites

•	 Lesion length ≥ 5 cm

•	 Primary patency by duplex (PSVR < 2.5)

•	 Independent Core Lab vessel sizing 

Lesion characteristics
•	 Average lesion length 19 cm

•	 56% Chronic Total Occlusion 

Results
•	 One-year primary patency 73 percent 

(Figure 1)

•	 Patency independent of device diameter 
(5 mm device same as  
6 mm device) and lesion length

•	 Primary patency is improved  
(p < 0.05) when IFU sizing not  
exceeded (Figure 2)
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Figure 2. Primary 
patency versus 
oversizing at the 
proximal edge

Figure 1. One-year 
device patency
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